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(A) Japanese Unexamined Patent Publication No. H07-1 10325 
Abstract 

BACKGROUND OF THE INVENTION 

Safety-tests such as toxicology studies are conducted to examine how food 
additives affect the human body. This type of safety-test requires a higher level of 
reliability and is recently becoming more important. Regarding this situation. Good 
Laboratory Practice (GLP) was released. The safety-test must be conducted by 
complying with the regulation. 

When conducting GLP studies, the following data must be collected and managed for 
the toxicity study: body weight, food and water intake, autopsy organ weight, 
placenta and fetal weight, blood test and biochemistry test data, autopsy 
observations, microscopic observations, malformations types and those amount. 
Computer system is necessary to manage these various kinds and large amounts of 
records. To manage high level of reliability, the data modification and alteration 
should not be done easily, but rather should be conducted under clear reasons. The 
data modification record is required to be able to track its reason and its data 
history easily and must be managed accurately. Past general system has 
complicated process to modify the data, and if data has modified several times, data 
tracking may become difficult. 

AIM OF THE INVENTION 

To provide a safety-test support system, which is able to find the history of the 
record whenever necessary. 

SUMMARY OF THE INVENTION 

(1) 

The safety-test evaluation system is consisted of: 

- A program executed in accordance with the animal's safety-test process, 

- A reference file in which the reference data, referred while executing the program, is 

stored, 

- A data file in which the study data, generated by the test conduction, is stored, 

- A management program managing the study data stored into the data file, 

-A modification method modifying the specific study data stored in to the data file, 

mentioned above, while accessing to the management program, 

-A modification data file storing the study data modified according to the method, 

-A recording method recording sequential study data to the modification data file 

mentioned above, including all study data, which the modification was added. 



2 



(2) 

In addition, the previous mentioned data records of the safety-test evaluation system 
include the data, date, time, reason, person, number of the modification data. 



(3) 

In addition, the study data's modification ID, which the modification method has been 
changed, is recorded to the data file. 



(4) 

In addition, the system has the method to output the study data from the data file. 

(5) 

In addition, the system has the method to output the modification data from the 
modification data file. 
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